• Antiseptics used by the food industry (FDA, 2016a) .
Triclosan (liquid soap) and triclocarban (bar soap) are the most widely used OTC consumer antiseptic wash active ingredients on the market; thus, the FDA's analysis focused on these two products. Based on the total available data regarding the safety profile of triclosan, there was insufficient information to find that triclosan was GRAS for use in consumer antiseptic wash products. Moreover, the FDA determined studies to support the efficacy for triclosan were not designed as adequate and well-controlled clinical outcome studies, and as such were not sufficient to determine the GRAE status of triclosan as a topical antiseptic. The studies submitted to the FDA did not address the effectiveness of consumer antiseptic wash products in the prevention or reduction of infections, and lacked adequate controls, which made it difficult to determine the contribution of antiseptic hand wash on the reduction of methicillin-resistant Staphylococcus aureus infections. The FDA did acknowledge there may be populations with increased vulnerability to bacterial infection, such as older adults and persons with suppressed immune systems; however, the data were lacking to support the benefit of consumer antiseptic wash products over that of nonantibacterial soap and water in these populations. Antibacterial manufacturers did not provide the necessary data to demonstrate the effectiveness for triclosan and the other 18 active ingredients and as such, the FDA deemed them not GRAS/GRAE for use in consumer antiseptic wash products.
Healthcare antiseptics, as defined by the FDA, are drug products intended for use by healthcare professionals in a hospital setting or other healthcare situations outside the hospital; and include healthcare personnel hand washes, healthcare personnel hand rubs, surgical hand scrubs, surgical hand rubs, and patient preoperative skin preparations (FDA, 2016b For the home care and hospice patients and their caregivers, what is most important is not whether the soap used for hand hygiene is antibacterial or plain soap, but that they wash their hands using the correct technique when hand hygiene is indicated.
